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• Required by Federal Food, Drug & 
Cosmetic Act (law)

• Establishment Registration - tells 
FDA where facility is located

• Device Listing - tells FDA device is in 
commercial distribution

• Simple notices, not permission or 
approval
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• Obtain forms
• Mail Registration & Listing forms 

together (don’t fax)
• Keep copies in R&L files at facility
• Update Registration yearly on FDA-

2891a (sent out annually by FDA)
• Update Listing information by 

submitting new listing form, only when 
changes occur
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• FAX: 301-443-8818, Attn: 

Publications, or…..
• eMail: dsmica@cdrh.fda.gov

– request R&L forms & instructions
• On Line (Registration form only):

– http://www.fda.gov/cdrh/reglistpag
e.html (scroll to  Downloadable 
form 2891)

– send form to CDRH in triplicate 
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(OC)
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• When to Register

– Within 30 days of going to market
– Done one time, updated annually
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• How to fill out the form……

– follow instructions
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• Each device “type” must be listed
– Models or variations within a type 

can all be listed on the same form, 
e.g., oximeter DQA

• Must use original listing form
– Each form has its own number
– Not available on CDRH homepage
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• Listing form requires more info than 
does the Registration form...

– device classification name (e.g., 

oximeter) in block 7
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same as the Establishment Name

• Uses Owner/Operator (OO) name 
instead of Establishment name

– in most cases, OO name will be the 
same as the Establishment Name



Device ListingDevice Listing
• Classification Name & Number

– obtain from CDRH Classification 
database:

– http://www.accessdata.fda.gov/scripts/cdrh/c
fdocs/cfPCD/classification.cfm…..or..

– CDRH homepage, to Popular Items, 
to CDRH Databases, to Product 
Classification Database.  Search by 
keywords, e.g., “oximeter”
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FDA
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9200 Corporate Blvd.
Rockville,  MD  20850-4015
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• Division of Small Manufacturers, 

International & Consumer Assistance 
(DSMICA) - questions about R&L

1-800-638-2041

• Reuse Homepage
– http://www.fda.gov/cdrh/reuse/index.shtml
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clearance is required
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requirements and changes

• Maintain R&L files - if OC leaves, 
make sure files are still intact
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